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PREMARKET NOTIFICATION 510 (K) SUMMARY SEP 29 2011

1. Submitters Name: Dancho Jordanov

2. Address: X12 Co., Ltd.
J&L Center, ff.4, rm.403
46 Lubliana str.
1618 Sofia
Bulgaria

3. Telephone No: 1-359 878 350 021
Fax:

4. Date Prepared: April 28, 2011

5. Trade Name: X12 Sterile Reflective Marker Sphere

6. Common Name: Disposable Reflective Marker Sphere

7. Classification Name: Neurological Stereotaxic Instrument

'Orthopedic Stereolaxic Instrument

8. Predicate Devices: X1I2's Sterile Reflective Marker Spheres are substantially
equivalent to those legally marketed by BrainL-AB AG, Norhern Digital Inc. and ILUMARK
GmbH (see table, below). This is based upon their intended use, design and materials of
construction.

Name Common Name Product Code 5 1 0(k) Number Date
BrainLAB AG Disposable Reflective HAW, OLO K100038 July 14, 20 10

_________________ MarkerSpheres ________________

Northern Digital NDI Passive Spheres HAW K033621 January 27, 2004
ILUMARK GmbH Navigation Marker HAW, OLO Ki103192 February 7, 2011

9. Device Description:

X12's Sterile Reflective Marker Spheres consist of two hemispheres, coated with a retro-
reflective foil, bonded together on a central pin to form a sphere. The central pin can be threaded
with an M3 female thread or have a snap hole to mate with a mounting pin. The retro-reflective
foil is applied in such a way as to provide reflectivity from all angles that is equivalent to the

7



predicate devices. The spheres are individually packaged in a special sterile package and are
gamma sterilized.

10. Indications For Use:
Passive Retro-Reflective Markers, disposable, used as an accessory to aid in the auto-

registration and localization of rigid patient anatomical structures in either open or percutaneous
image guided surgical procedures.

11. Performance Testing:
X12's Sterile Reflective Marker Spheres were tested to veritfy their retro-reflectivity in

comparison to the predicate devices. Both the polar and equatorial views showed retro-
reflectivity that was equivalent to the predicate devices.

A water soak test was conducted to show that the markers maintain there mechanical
properties after being soaked in water. A surface abrasion test was performed which showed that
the surface durability was substantially equivalent to the predicate devices.

12. Sterilization:
X12's Sterile Reflective Marker Spheres are inserted (6 each), in special "made for

sterilization" plastic shells which are sealed in a nitrogen environment in plastic sterilization
packets. Each packet is inserted in a box and is gamma sterilized in a carton containing 50
boxes. Each box is printed with pertinent labeling which includes the date of manufacture,
expiration date, manufacturer batch and sterilization lot numbers and the manufacturer's name
and address, as well as instructions for use.

13. Conclusion:
Based on the available 5 10 (K) summaries and statements and the information provided

here, we conclude that X12's Sterile Reflective Marker Spheres are substantially equivalent to
the predicate devices which are legally marketed in the United States under the FDA regulations.

8



4DEPARTMENT OF HEALTH & HUMAN SERVICES Pubilic IEc111S

I Jtkflw

P insco [ic. cba 13 & LFtnuerin
'0 Mr. Lee A. barnles
190 1 Catrnegie A venueC SuItite Q
Santa Ana, Calif'ornia 92705

Re: KI 11443
FTrade/Device Namne: X1I2 Ster-ilelRe lecti\ye Ni ariker Sphlere
Reulado101 n uber: 21 CFR 882.4560
Re IUlalion NameI: StereotaXic insum~nut
Ree-Ulaiorv Class: Class 11
ProdctLC CodeC: OLO, H-AW
Dated: Septemiber 07, 2011
Received: September 12, 2011t

Dear [Mr. Barnes:

We have reviewed Vour Section 5 I 0(k) prenmrket notifticati on of intent to market the de\'ice
referenced above and have determinled thle deVice is substantially eclui valent (for the indications
for1 use sted in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to Miay 28, 1 976, the enactment date of'the Medical Device Amendments, or to
clex'ices that have been ree lassiflted in accordance with the prov'isi oHs of the Federal Foo0d, 1) ug,
and Cosmetic Act (Act) that do not redquire approval of a premnarket approval application (PN'IA).
You may'. therefore. market the device, Subject to the general controls provisions of the Act. The
general controls provi si oHs of the Act i nclude requirements for annual registration, listing of'
devices, good manufacturinuy practice, labeling, and prohibitions against misbranding and
adltheration. P~lease note: CDR[- does not evaluate information related to contract liability
warranties. We rei ncl you; however, that device labeling must be truthlhit and not mnis lead ing.

If y our device is classified (see above) into either class F1 (Special Controls) or class Ill (l>MA), it
may be subject to additional controls. Existing major regulations affecting your device canl be
found in the Code of' Federal Regulations, TFitle 2 1, Parts 800 to 898. Inl addition, 1, DA mlay
publish further alinnounents concerning your device in) the Federal Register.

Please be advised that FDA's issuance of a Substantial equivalence determination does not mecan
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must



>auec 2 - N'l r.c Lee parnecs

comply with all the Acts reqtuirements, including. but not I nited to: reestratlon ani lisming (2 1
CFR [Part 807); labeling (2 1 CURI Part 80!); medical device reporting (reportng of medical
device-re! ted ad verse events) (2 1 CUR 803); good mail [actu pracce eqLI rernents as set
[orth in the quality sy\stemls (QS) regulation (2 1 CUR Parn 820); and if app! icab Ic, the lctwrnic
Produtct rcatition co ntrol pro isions (Sections 5310-42 of the Act): 2 1 CUR I 000- 050.

If you desire specific advice fR your device on our labeling regulation (21 CUR Part 801), pleaise

g1o to i tp ://wvv. f. oov/Abo LIF DA /CetersO ff1ces/C[DII/C IDI-I 001 ces/uci I 018091-tin a or
the Center for Devices and Radiological [Health's (CDRI-I's) Office o f CompIlilice. Also, Please
note thrrguato inrfd "kb ng by reference to premarket notification' (2 1 C FR Part

807.97). For qutestions regarding the reporting of adverse events unter the MIDR rcgtlamion (21
CUR [Part 803)1 please go to

ht //www. Ida. -,o\/Meclie l Dcvices/SafetvARep)OraP roblecm/C fer III. html for the CD Ri-'s Office
of S urve ill anee antI Biomectrics/Division of Postmarket S urveilIlance.

X0Imay obtain other general information otor respnildeudrthAcfotte
[Division of Small 'MlanufactUrers. International anti Co nsumer Ass istance at its toll fee inumber
(800) 638-2041 or (301) 796-7100 or at its Internet address

Sincerely yours".

MakN. M/elkerson / 1
Director*
Edsio of Surgical, Ortopedlic

and Restorative Devices
Office of Device Evaluation
Center For Devices and

Radiological Health

Enclosure



Indications for Use

510(k) Number: K111443

Device Name: X12 STERILE REFLECTIVE MARKER SPHERE

Indications for Use:

Used as an accessory to aid in the auto-registration and localization of rigid patient anatomical
structures in either open or percutaneous image guided surgical procedures.

Prescription Use X ADO Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) AN/R(21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE WF NEEDED)

Concurrence of CDRH, Office of Device Evaua~onl(0AX

(Division Sign-Off
Division of Surgical, Orthopedic,

Page 1lof 1 and Restorative Devices
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